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At SPECIAL 510(k); Arttwex Mini TightFope ET Repair Kit AUG I 2007

Manufacturer/Distributor/Sponsor | Arthrex, Inc.
1370 Creekside Boulevard
Naples FL’M!O% 1945 USA

510(k) C‘ontact Sally Faust RAC
Regulatory Affairs Project Manager
Arthrex, Inc.

1370 Creckside Boulevard

Naples, FL 34108-1945 USA
Telephone: 239/643.5553, ext. 1251
Fax: 239/598.5508

Email: sfousi(grmhrr.\ com

Trade Name Mint IséhtRape FT Repair Kit
Common Name Button / Ancho; / f)n!ure

Product Code -Classrf' cation | HTN — Smgle/muiuple, LL)mpOﬂﬁl‘l[ ‘etalfic bone
Name hxanon apphanc,es and dLCE\‘wOﬂB\

Predicate Device _ Arthrex Mini TightRope Repair Kit, K061925

Dewce Descnptton and lntended The Mini TightRope™ FT Ra.pmr Kxi 1s desig gned
Use as one metal button, one bivabsorbable suture
anchor, and one FiberWire ™ suture. The button
and anchor are pre-threaded with FiberWire looped
twice.
The Mini TightRope FT Repair Kit is intended as
an adjunct in fracture repair involving metaphyseal
and pertarticular small bone fragments where
screws are not indicated, and as an adjunct in
external and mtramedullary fixation systems
mvolving plates and rods, with fracture braces and
_casting.
Specifically, the Mini TightiRope FT Repair Kit i3
intended to provide fixation during the healing
process following:
| 1) Syndesmote traunia, such as fixation of dorsal
- distal radioulnar ligament (DRUL) disruptions:
2} Tarasometatarsal (TMT) injury. such as fixation
ol foot soft tissue separations due o a Lisfrance
injury (Midfoot Reconstruction); and
i ’a)lhﬂiux Valgus reconstruction (correction) by
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providing for the reduction of 1™ metatagsal -2™
metatarsal intermetatarsal angie,

Substantial Equivalence | The Mini TightRope™ FT Repair Kit is

Summary | substantially equivalent to the predicate Mini
: TightRope™ Repair Kit in which the basic features
: and intended uses are the same. Any differences
between the Mini TightRope ™ FT Repair Kit and
the predicate Miai TightRope™ Repair Kit is
considered minor and do not raise questions
| concerning safety and effectiveness. Based on the
information submitted, Arthrex, Inc. has
determined that the new Mini TightRope™ FT
Repair Kit is substantially equivalent to the
currently marketed predicate device.
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AUt b
Arthrex, Inc.
% Ms. Sally Foust
Regulatory Affairs Project Manager
1370 Creekside Boulevard
Naples, Florida 34108-1945

Re:  KO71978
Trade/Device Name: Mini TightRepe FT Repair Kit
Regulation Number: 21 CFR 888.3030
Regulation Name: Single/multiple component metallic bone
fixation appliances and accessories
Regulatory Class: Class 11
Product Code: HIN & HWC
Dated: July 13, 2007
Received: July 18, 2007

Dear Ms. Foust:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally markcted predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

[f your device is classified (see above) into either class IT (Special Controls) or class Il (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Complhance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21 CFR Part 807.97). For questions
regarding postmarket surveillance, please contact CDRH’s Office of Surveillance and
Biometric's (OSB’s) Division of Postmarket Surveillance at (240) 276-3474. For questions
regarding the reporting of device adverse events (Medical Device Reporting (MDR)), please
contact the Division of Surveillance Systems at (240) 276-3464. You may obtain other general
information on your responsibilities under the Act from the Division of Small Manufacturers,
International and Consumer Assistance at its toll-frec number (800) 638-2041 or (240) 276-3150
or at its Internet address http://www.tda.gov/cdri/industry/support/index.html.

Sincerely yours,
Clibions [rsshi?

Mark N. Melkerson

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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AN SPECIAL S1G(): Ardhrex Mini TightRlops FT Repair Kit

Indications for Use

S1{k) Number: K e 7 / 7 7 g‘

Device Name: Mini TighitRope FT Repair Kit
The Mini TightRope FI' Repair Kit is intended as an adjunct in fracture repair

involving metaphyseal and periarticular small bone fragments where screws
are not indicated, and a$ an adjunct in external and intframedullary fixation
systems involving plates and rods, with fracture braces and casting.

Specifically, the Mini TightRope FT Repair Kit is intended 1o provide fixation
durmg the healing process following:

1) Syndesmotic trauma, such as fixation of dorsal distal radioufnar
ligament (DRUL) disruptions;

2) Tarasometatarsal (TMT) injury, such as fixation of foo! soft tissue
separations due to a Lisfranc injury (Midfoot Reconstruction); and

3} Hallux Valgus reconstruction (correction) by providing for the
reduction of 1% metatarsal -2 metatarsal intermetatarsal angle.

Prescription Use _ X _ AND/OR  Qver-The-Counter Use /\/ B
(Per 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON
ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Dévice Evaiuation (ODE)
(Division Sign-Off)
Division of General, Restorative,
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